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Dear Mr. Spaulding:

An investigation at your dairy operation located at Rexburg,
Idaho, conducted on December 12, 1996, confirmed that you offered
an animal for sale for food in violation of Sections 402(a)(2)(D)
and 402(a)(4) of the Federal Food, Drug, and Cosmetic Act (the
Act) .

On August 14, 1996, you sold a cow, identified with back ta
number 820X9609, for slaughter as human food to1

1~
USDA analysis of tissue Pam’ les

!collected from this cow identified the presence or 1.8d ~ m of
gentamicin in the kidney. There has been no kole apce
established for residues o

f
[gentamicin in edible issues of COWS.

The presence of this drug n edible tissues from this cow causes
the food to be adulterated within the meaning of Section
402(a)(2)(D) of the Act.

Our investigation also found that you hold animals under
conditions which are so inadequate that diseased animqia and/or
medicated animals bearing potentially harmful dtug re$idues are
likely to enter the food supply. For example, you ~ad~ an

or ~pp~oprlate peblo!?~?!!$”z~
adequate system for assuring that animals medicate
been withheld from slaugh~ r

!!permit depletion of potent al
Y

hazardous residues of drugs from
edible tissues. Foods from an reals held under such ao@dik~ons
are adulterated within the meaning of Section 402(a)(4) of the
Act.

The above is not intended to be an all-inclusive list of
violations. As a producer of animals offered for food, you are
responsible for assuring that your overall operation and the
foods you distribute are in compliance with the law.

You should take prompt action to correct the above violations and

s

to establish procedures whereby such violations do not recur.
I Failure to do so may result in regulatory action without further
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notice, such as seizure and/or injunction.

It is not necessary for you to personally ship an adulterated
animal in interstate commerce to be responsible for a violation
of the Act. The fact that you caused the adulteration of an
animal that was sold and subsequently offered for sale to a
slaughterhouse that ships in interstate commerce is sufficient to
hold you responsible for a violation of the Act.

The inspection also found that you may be ~ti~ltarating Gentamicin
Sulfate Injection USP brand of gentamicin that your firm uses
when you fail to use the drug in conformance with the
prescription furnished by the veterinarian who prescribed the
drug. Your use of the drug without following the prescription
causes the drug to be unsafe to use.

You should notify this office in writing within
i

5 working days
of the steps you have taken to bring your dairy nto compliance
with the law. Your response should include e c~ s~e being taken
or will be taken to correct the violations an J

!
[reve t their

recurrence. If corrective action cannot be com 1 e~ ~thin 15

i K I“d [!!$!!3%:
working days, state the reason for the de a
within which the corrections will be comp e e .
copies of any available

!
ocumontation demonst~q~$ q dt

corrections have been ma e.

Your reply should be directed to Richard S. Andros, Compliance
Officer, at the above address.

~y yours,

(J&..+f’i.#]?’._._
oge . Lowell

Dist’ict Director

cop’:\


